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7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) ^| Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 
Paper No(s)/Mail Date 11/11/05 . 6) □ Other: . 



PTOL-T26 d (Rev e 08-06r 



Office Action Summary 



Part of Paper No./Mail Date 20090330 



Application/Control Number: 10/556,454 Page 2 

Art Unit: 1654 

DETAILED ACTION 

The present application is a 371 National Stage entry of PCT/US04/15225, in which this 
Examiner also prepared both the Search & Written Reports (Forms 210 and 237 respectively) on 
the identical claims 1-25. The latter found that the invention, although finding Novelty under 
PCT Article 33(2), was not deemed to involve an Inventive Step under PCT Article 33(3). The 
findings therein, are transferred nearby verbatim via the US correlational Statutory Code section 
35 USC 103. 



Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Palenlabilin shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 
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The invention is drawn to the composition and method of treating a subject afflicted 
with multiple sclerosis with the combination of active agents glatiramer acetate and 
mitoxantrone. 

Claims 1-25 are rejected under 35 U.S.C. 103(a) as being unpatentable over Szabo et al 
(US 6,531,464) in view of Arnon et al. (US 6,214,791) and Kerwar et al. (US 4,617,319). 

Szabo et al. teach "administering one or more additional agents for treating symptoms 
associated with multiple sclerosis") of glatiramer acetate and mitoxantrone (claim 1 1, as two of 
only five specifically contemplated "additional agents" also capable of treating multiple 
sclerosis) (see entire document, especially claims 10-11). 

Arnon et al. teach the use of glatiramer acetate as the primary agent for the treatment of 
multiple sclerosis, in a therapeutically effective amount through any means of administration 
(see entire document, especially claims 1 and 8; col. 1, lines 35-41; and Fig. 8). 

Kerwar et al. teach the use of mitoxantrone (TradeName NOVANTRONE) as the 
primary agent for the treatment of multiple sclerosis, in a therapeutically effective amount 
through any means of administration (see entire document especially claim; col. 1; lines 5-9). 

It would have been obvious to one of ordinary skill in the art at the time the claimed 
invention was made to use a combination composition comprising the active agents glatiramer 
acetate and mitoxantrone for the treatment of a subject afflicted with multiple sclerosis, in Szabo 
et al. because SZABO et al. teach adminstration of the combination (claim 10, i.e. 
"administering one or more additional agents for treating symptoms associated with multiple 
sclerosis") of glatiramer acetate and mitoxantrone (claim 1 1, as two of only five specifically 
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contemplated "additional agents" also capable of treating multiple sclerosis). ARNON et al. 
teach the use of glatiramer acetate as the primary agent for the treatment of multiple sclerosis, in 
a therapeutically effective amount through any means of administration (claims 1 and 8, col. 1, 
lines 35-41, and Fig. 8). KERWAR et al. teach the use of mitoxantrone (TradeName 
NOVANTRONE) as the primary agent for the treatment of multiple sclerosis, in a 
therapeutically effective amount through any means of administration (claims, col. 1, lines 5-9). 
Based on the combination of references, it would have been predictable to one of ordinary skill 
in the art, at the time of the invention, to effectively administer the exclusive combination of 
glatiramer acetate and mitoxantrone, as primary agents (rather than only additional/secondary 
agents) for the treatment of multiple sclerosis in SZABO et al., because ARNON et al. teach the 
advantageous use of glatiramer acetate as the primary agent for the treatment of multiple 
sclerosis and KERWAR et al. teach the advantageous use of mitoxantrone (TradeName 
NOVANTRONE) as the primary agent for the treatment of multiple sclerosis. 

From the teachings of the reference, it is apparent that one of ordinary skill in the art 
would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 



No claims are allowed. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MAURY AUDET whose telephone number is (571)272-0960. 
The examiner can normally be reached on M-Th. 7AM-5:30PM (10 Hrs.). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached 571-272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 

like assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MA, 3/28/09 

/Maury Audet/ 
Examiner, Art Unit 1654 



